wherdn said polynucleotide i\ useful in the detection of ovarian cancer. 



REMARKS 



Applicants submit this response to the Office Action dated December 4, 2001, 
Paper No 11. Claims 3, 4, 6-8. 13. 22, and 65 are currently under examination. FoUowmg the 
above amendments, and as fcrther discussed below in the context of the Examiner's rejections, 
claims 3 13. 22. and 65 have been amended. Applicants submit that each of these amendments 
is supposed in the application as filed and no new matter has been added. It is also noted that 
each of the above amendments is made wiUtout prejudice to prosecution of any or all subject 
matter modified by this amendment in a related dtvisiond. continuation and/or cont,nuat,on-,n- 
part applicatton. Please find included with this response a copy of the Information Disclosure 
Statement complying with 37 CFR 1.98(a)(2). 

Rejection Under 35 U.S. C § 101/112 (Utility) 

Claims 3, 4, 6-8, 13, 22, and 65 stand rejected under 35 U.S.C. § 101 as allegedly 
the claimed invention lacks patentable utility due to its not being supported by either specific 
and/or substantial utility or a well established utility. Specifically, the Examiner alleges that the 
claimed nucleic acid sequence, SEQ ID NO:198, is not supported by a specific asserted utUrty 
because the disclosed use of this composition is not specific and is generally applicable to any 
nucleic acid. Applicants respectfiiUy traverse this rejection. 

Applicants have identified a specificity associated with the claimed 
polynucleotide, ovary tumor-specifiaty, that is more than sufficient to establish utility under 
35 U S C §101. In the instant application, the claimed polynucleotide, SEQ ID NO:198, was 
identified using the POTS 2 subtraction library as described on page 91, lines 8 through 17 and 
Table VII, page 99 through page 100. The POTS 2 library was generated using tracer cDNA 
derived from primary ovarian tumor tissue subti-acted against a selection of normal tissues. 
Further, on page 6, line 19 through page 7, line 3, ovarian timior proteins, and the 
polynucleotides encoding said proteins, are identified upon their increased level of expression m 
ovarian tumor samples. More particularly, at page 6, line 19, through page 20, line 3, the 
specification discloses that polynucleotides of the invention are "expressed at a level that is at 
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leas, mo fold greater thar, fte level of expression in normal tissues." Accordingly, the ovanan 
,™,or specificity of SEQ ID NO:198 was clearly disclosed in the specification as filed. As set 
forth for the Examiner's convemence in the attached Declaration of Steve Fling. Ph.D.. usrng 
Real-Time PCR analysis. SEQ ID NO:198, clone 57886 or O590S. was shown to be over- 
expressed in over 65% of ovarian nrmor samples tested. 100% of tumor sample, denved from 
SCID mice, and 100% of ovarian tumor cell lines tested, when compared ,o normal tissue. Uttle 
or no expression was observed in normal esophagus, spinal cord, bladder, colon. live,. PBMC 
(acfivated or resting), lung. skin, small intestine, stomach, skelet^ muscle, pancreas, dendrruc 
cells heart, spleen, bone marrow, thyroid, trachea, thymus, bronchia, cerebellum, ureter, uterus 
and peritoneum epithelium. Further, the level of expression obs^ed .n the ovarian Unnor 
samples was seveml fold higher than that seen in nomial tissues. 

Thus in view of the description m the applicants" specification as originally filed, 
and as fi«ther confirmed by the attached Declaration of Steve Fling. Ph.D.. applicants submit that 
one of ordinary skill in tire art would firlly reco^i- fltat SEQ ID NO:198 has diagnostic utihty 
on tire basis of its ovary-tumor associated expression profile. Reconstderation and witirdrawal of 
the rejection is respectftilly requested. 

Reieclion Under U.S.C §112, first pamgraph (o'ritten description) 

Claims 3. 4. 6-8. 13. 22, and 65 stand rejected under U.S.C. § 11 2, first paragraph, 
as allegedly containing subject matter flrat was not described in the specification in such a way as 
,0 reasonably convey to one skilled in the relevant ari that the inventors had possesion of the 
claimed invention at tite time tite application was filed. Specifically, tire Examiner alleges that 
the specification only discloses SEQ ID NO:198. and not tite broader genus of sequences 
claimed. 

Applicants respectfully traverse this rejection. The claimed invention is currently 
directed to isolated polynucleotides comprising SEQ ID NO:198. complements of SEQ ID 
NO-198 sequences having at least 50 contiguous residues of SEQ ID NO:198, and sequences 
having at least W/o identity to SEQ ID NO:198. The instant specification discloses that SEQ ID 
NO-198 represents a polynucleotide sequence encoding an ovarian tumor antigen. For mstance, 
in Example 1 at page 91, lines 8 through 17 and Table VII, page 99 through page 100, SEQ ID 
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N0198 was identified using a subtraction library whe^ .he tester cDNA was derived from a 
primary ovarian mmor and the driver cDNA was obtained ftom normal fssues. Havtng 
identified SEQ ID NO:198 using this method, the sequence was analyzed using Real Trme PCR, 
the results of which clearly establish that SEQ ID NO:I98 is over-expressed in ovanan mmor 
samples relative to normal fissues. Consequently, dte skilled arfisan would understand that SEQ 
ID NO- 198 is a sequence having an ovarian tumor-associated expression profile. 

■me U S P T O. has specifically indicated that possession of an invention is more 
readily estabhshed, and corr«pondingly greater claim breadth is permissible, where an applicant 
discloses fttncfional and/or descriptive informafion concerning dte specie(s) in an apphcation, 
eg a distinguishing identifying characteristic common among the members ota claimed genus 
(see OuMnesfor E^a^inaUon ofP..en, A,pUca.ions Under .He 35 U.S.C. S 1,2. para. ,. 
-Wrmen Description'' iie,— - Federal Re^ster: January 5, 2001. (Volume 66, No. 4, pgs 
,099-1111) For example, at the bottom of pg. 1105, me Guidelines state that, "(an) adequate 
written description of an invention may be shown by any description of sufficient, relevant, 
identtfying characteristics so long as a person skilled in the art would recognize that the inventor 
had possession of the claimed invention." 

Applicants submit that their disclosure more than adequately meets thts burden. 
In the context of the presently claimed invention, fire skilled artisan would recognize that the 
ovary tumor-associated expression demonstrated for SEQ ID NO:198 represents a disfingurshmg 
characteristic common among the polynucleotides of the claimed invention. Further sttll. 
applicants have amended claims 3, 13, 22, and 65 to incorporate this identifying charactenstic 
into the claims currently under consideration, such that a polynucleotide of the current invention 
is one that is "usefial in the detection of ovariar, cancer Accordingly, applicants submr. that the 
instant claims fitUy comply with the written description requirements of 35 U.S.C. § U2, first 
paragraph. Reconsideration of tire Examiner's rejection is thus respectfitlly requested 

Rejection Under U.S.C §112, second paragraph 

Clatats 3. 4. 6-8, 13. 22. and 65 are rejected under U.S.C. § 112. second 
para^aph, as allegedly being indefinite for Ming to particularly point out and distinctly clann 
fte subject matter which applicants regard as the invention. Specifically, ttc Examiner alleges 
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olain-s 3. 4, 6. .3. 22. and 65 and dependent claims 7 and 8, are vague and indefinite as to 
what is meant therein by the limitation "the complement". 

™a rejection is r.peeth.l.y traversed. Apphcants submit that the sWled artisa^ 
,„ view of the applicants- specification and in view of the genera, l^owledge in the a., would 
have no difficulty understanding the metes =.d bounds of the presently clarmed mven .on. For 
asdefiLinTheMolecular Biology ofTheCell. Third Ed. OarlandPublis^ng, inc., 

1994, page G-6,: 

"TWO nucleic sequences a,, said to be complementary if they can fom, a perfect 

base-paired double helix with each other. 

Moreover, there is noflting in the applicants specification that would lead me 
.Hlled artisan to understand tire term "complement- by anything other than — - 
agnized definition. Therefore the polynucleotide sequences of clamrs 3, 4, 6. 13 22. ^d 65 
:Jependentclaims,andS,encompassti.ecompleteO..,,00.,comp«^^^^ 

polynucleotide sequences, U.. sequence completely compl« to SEQ ,D mm 
sequences completely complementary to polynucleotide sequences comprrsmg a. le.. 
conti^ous amino acids of SEQ ID NO:,98, and sequences completely " 
sequels having at least 90«/. identity to SEQ ID N0:19S. Reconsideration and w,thd.wa, of 
the rejection is respectSiUy requested. 

Claim 65 is also rejected under 35 U.S.C. § 112, second paragraph, as allegedly 

being indefinite for failing to particularly ^int out and distinctly claim tire subject maner whrch 
Jants regard asthe invention. Specifica,ly,theExamineralleges,hat.hecla,m.sva^e.^^ 

indefinite as to what is meant teein by the limitation of "a diagnostic reagent for u. m 
polymerase chain reaction or hybridization assay" (step b). Applicants have amended clarm 65 
o r^ite: "(b) a detection reagent for use in a polymerase chain reaction or hybridization assay . 
support for this amendment may be found, for example, on page 87, line 16 through page 88, 
line 1 1 . Reconsideration and withdrawal of the rejection is respectfirlly requested. 



Rejection Under U.S.C §102 11 u ^ 

Claims 3, 4, 6-8, and 22 are rejected under 35 U.S.C. § 102(b) as allegedly bemg 
anticipated by the nucleic sequences of GenBan. accession numbers A.023799 and AI307373. 
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Spedficdly, the Examiner alleges fta, *e two OenBari. accession numbers are nuclete acd 
sequences that anticipate the limitations set forth in claims 3, 6, and 22. 

Applicants submit that the current amendments to claims 3 and 22. clarifying that 
fte polynucleotides have a. leas. 90-/. identity to the endrety of SEQ ID NO:198, in addiUon to 
amendment removing the phrase "secuences consisting of at least 50 contiguous residue of 
SEQ ID NO:198" obviate this ground of rejecHon. Reconsideration and withdrawal of the 

rejection is respectfiilly requested. 

Claim 65 is rejected under 35 U.S.C. § 102(e) as allegedly being anticipated by 
US PatentNos.5.585,232(Decemberl7.19%)and5,589,377(Dec«nber31,1996). 

Apphcants submit that the current amendment to claim 65, reciting "A diagnosttc 
kit for the detection of ovanan cancer, comprising:", obviates mis ground of rejectton. 
Applicants submit that U.S. Patent Nos. 5,585.232 and 5.589,377 both provide medtods and 
diagnostic kits for detennining dte toxicty of a compound using sequences that are unrelated to 
the claimed polynuoleoUdes. Claim 65 is currently drawn to a diagnostic Idt for the detection o 
ovarian cancer. Apphcants submit that nowhere do U.S. Patent Nos. 5,585,232 or 5,589,377 
disclose a diap^osttc kit usefcl for the detection of ovarii canc« much less that apphcants 
claimed sequences are useM in this context. Reconsideradon and withdrawal of the rejecfon ,s 

respectfully requested. , 

Attached hereto is a marked-up version of the changes made to the specficahon 
and claims by the current amendment. We attached page is captioned "Verslo. With Markings 

to Show Changes Made." 

Favorable reconsideration and allowance of the pending claims are respectfully 
requested. The Examiner is invited to contact the undersigned with any questions, concerns or 

suggestions pertaining to this communication. 

Respectfully submitted, 

Seed Intellectual Property Law Group pllc 




William T. Christiansen, Ph.D. 
Registration No. 44,614 
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701 Fifth Avenue, Suite 6300 
Seattle, Washington 98104-7092 
Phone: (206) 622-4900 
Fax: (206)682-6031 

210121.484C3/259719_1.DOC 
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VERSION WITH MARKINGS TO SHOW CHANGES MADE 



In the Claims: 

Claims 3, 13, 22, and 65 have been amended as follows: 

3. (Amended) An isolated polynucleotide comprising a sequence selected 

from the group consisting of: 

(a) the polynucleotide recited in SEQ ID NO: 1 98; 

(b) complements of the foregoing polynucleotide;^ 

. cq u c n c u uu ndatinfi nf-^t4eas^50Wgueu^^sidue^ Q ID NO:1 0 8; a nd 

(c) sequences having at least 90% identity to Aeentiretxof SEQ ID NO:198. 
„,t,.r.^n ..id pnlvnuci '-^ti^. k refill in the de.teotion of ovarian ^ 



. cancer. 



consisting of: 



NO:198; and 



13. (Amended) A composition comprising: 

(a) an isolated polynucleotide comprising a sequence selected from the group 

(i) the polynucleotide recited in SEQ ID NO: 1 98; 

(ii) complements of the foregoing polynucleotide; 

(iii) sequences consisting of at least 50 contiguous residues of SEQ ID 

(iv) sequences having at least 90% identity to SEQ ID NO:198; and 
(b) a physiologically acceptable carrier, 

»,l,.r^in .aid nolY""^l^ntide is usefiil in the detection of ovarianj 



cancer. 



22. (Amended) An isolated polynucleotide encoding a fiision protein 
wherein said polynucleotide comprises a sequence selected from the group consisting of: 

(a) the polynucleotide recited in SEQ ID NO: 198; 

(b) complements of the foregoing polynucleotide; mid 

( c) i oq u u i .L . c onni ati ng u f uL I tajt S O rr n il i^u uu J i cj id un . o f GEQ ID N Q-IO K ;- 
£ind 
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(c) sequences having at least 90% identity to the entirety of SEQ ID NO:198. 
wherein said polyn^i^-lentide is us efiil in the detection of ovarian j 



cancer. 



65. (Amended) A diagnostic kit for the detction of ovarian cancer , 

comprising: 

(a) an oligonucleotide comprising 10 to 40 nucleotides that hybridize under 
moderately stringent conditions to a polynucleotide comprising a sequence selected from the 
group consisting of: 

(i) the polynucleotide recited in SEQ ID NO:198; 

(ii) complements of the foregoing polynucleotide; 

(iii) sequences consisting of at least 50 contiguous residues of SEQ ID 

NO:198; and 

(iv) sequences having at least 90% identity to SEQ ID NO:198; and 

(b) a diagnestie^detection_reagent for use in a polymerase chain reaction or 

hybridization assay^ 

wherein .nid polvn^.^lpntiHe is usefal in the det ection of ovarian cancer . 
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